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ENVIRONMENTAL PROTECTION
AGENCY

[OPPTS~4TO02K; FRL-4050-0]
RIN 2070-AC31

TSCA Section 4(a}{1XB) Final
Statement of Policy; Criteria for
Evaiuating Substantial Production,
Substantial Release, and Substantiai
or Significant Human Exposure

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Final Statement of Policy.

SUMMARY: EPA is articulating standards
and criteria for making findings it will
use in implementing its authority under
the Toxic Substances Control Act
{TSCA) section 4(a)(1){B){i). Under this
policy, EPA will use as guidance
thresnold amounts to make
“substantial” production, reiease, and
human exposure findings under TSCA
section 4(a){1)(B). However, EPA may
also make such findings in situations
where the quantitative numerical
thresholds are not met if additional
factors exist. EPA will continue to-
develop and refine the criteria as its
experience with chemical substances
and mixtures (chemicais) considered for
testing evolves, particularly with regard
to the findings of “significant” human
exposurs, ior which EPA is not
establishing a minimum numerical
threshold in this notice. This notice also
addresses specific issues related to
EPA’s existing cumene test rule (July 27,
1988, 53 FR 28185).
FOR FURTHER INFORMATION CONTACT:
Susan B. Hazen, Director, :
Environmental Assistance Division {TS—
799), Office of Polluiion Prevention and
Toxic:, rm. E~543B, 401 M St,, SW.,
Washington, DC 20460, talephone: (202)
554—1404, TDD (202) 554-0551..
SUPPLEMENTARY INFORMATION:
Electronic Availability: This document
is available as an electronic file on The
Federal Bulletin Board at 9 a.m. on the
date of publication in the Federal
Register. By modem dial (202) 512-1387
or cail (202) 512~1530 for disks or paper
copies. This file is also available in
Postscript, Wordperfect and ASCIL

EPA is articulating guidelines for
finding that “‘a chemical substance or
mixture is or will be produced in.
substantial quantities, and (I} it enters or
may reasonably be anticipated to enter
the environment in substantial
quantitiss, or {II} there is or may be
significant or substantial human
exposure {o such a substance or
mixture,” under TSCA section
4(a){(1){B}{i). In Chemical Manufacturers

Association v. Environmental Protection
Agency, 899 F.2d 344 (5th Cir. 1990),
the Fifth Circuit Court of Appeals (the
“Court’’) remanded to EPA the rule
issued pursuant to 4(a}(1)(B) for cumsne
testing and required EPA to articulate
criteria for the findings EPA mads in the
cumene test rule (53 FR 28185, July 27,
1988). EPA has decided to use this-
opportunity to articulate criteria for
making all findings under section
4(a)(1)(B){i) of TSCA.

This notice does not address how EPA
will set priorities for testing or how EPA
will determine the specific tests to be
performed. Rather, this notice addresses
one element in EPA’s process far
selecting appropriate candidates for
testing — i.a, how EPA will determine -
whether the chemical is or will be
“produced in substantial quantities,”
whaether it “‘enters or may reasonably be
anticipated to enter the environment in
substantial quantities,”” and whather
there is or may be “'significant or
substantial human exposurs,” as used in
TSCA section 4(a)(1}(B](i).

1. Introduction

A. Remand

On April 12, 1990, the Fifth Circuit
Court of Appeals remanded to EPA the
TSCA saction 4 test rule for cumene
based on a challenge to the rule by the
Chemical Manufacturers Association
(CMA). CMA v. EPA, 899 F.2d 344 (5th
Cir. 1990} (hereinafter “‘cumens
decision’"). The Court generally upheld
EPA's factual findings in the rule as
being supported by substantial evidenca
but instructed the Agency to “articulate
the standards or criteria on the basis of
which it found the quantities of cumene
entering the environment from the
facilities in question to be 'substantial’.”
899 F.2d at 360. In this notice, EPA is-
articulating standards and criteria it will
use in making findings undsr section
4(a}(1}(B)(i) of TSCA. Additionally, EPA
is responding to the instructions by the
Court regurding the application of such
criteria to the cumene ruis.

B. Background

Congress enactad TSCA to give EPA
the authority to assess and prevent
unreasonable risks associated with the
manufacturs, processing, distribution in
commerce, use, or disposal of chemicals
through a variaety of regulatory means.
15 U.S.T 28501, et seq. This authority
includes, among other things, the
authonty to require chemical testing to
develop data for risk assessment, 15
U.S.C. 2603, and ths authority to ban--
chemicals if necessary to prevent"
unressonable risks. 15 U.S.C. 2605. A~
principal tepet undertying TSCA is that

“adequate data should be developed
with respect to the effect of chemical
substances and mixtures on health and
the environment and that the
development of such data should be the
responsibility of those who manufacture
and those who procass such chemical
substances and mixtures.” 15 U.S.C.
2501(b){1). See Chemicai Manufacturers
Association v. EPA, 859 F.2d 977, 980
{D.C. Cir. 1988) (hereinafter “EHA
decision”’). To accompilisa this goal.
TPA has established a program for the
testing of chemicais.

DA must make findings under sither
section 4(a){1)(A} (A" Anding) or
4{a){1}{B) ("B" inding) of TSCA beiore
testing may be required of a
manufacturer or processor. Both the "A”

" and “B" findings under TSCA section

4{a){1) require the Administrator to find
that *there are insufficient data and
experience upon which the eifects of the
manufacture, distribution in commercs,
processing, use, or disposal of such
substance or mixture or any
combination of such activities on health
or the environment can reasonably be
determined or predicted.” and that
“testing of such substance or mixture
with respect to such effects is necessary
to deveiop such data.” 15 U.S.C.
2803(a){1)(A}ii1ii) and
2603(al(1){B)(ii}{iii).

To requirs testing under section
4(a){1)(A} of TSCA the Administrator
must find that “the manuiacture,
distribution in commerce, processing,
uss, or disposal of a chemical substance
or mixture, or that any combination of
such activities, may present an
unreasonable risk of injury to health or
the environment’’ (emphasis added). In
the EHA decision, the Court found this
provision to require EPA to establish a
“more than theoretical basis” for finding
that the chemical may present an
unreasonable risk, but that EPA could
astatlish existence and amount of
human exposure to the chemical on the
basis of inference drawn from
circumstances under which the
chemical is manufactured and
processed. 859 F.2d at 991. This
interpretation of the statute “prevents a
testing rule based on little more than
scientific curiosity, yet allows the
Agency to act when an existing-
possibility of harm raises reasonable
and legitimate cause for concern.”
Ausimont U.S.A. v. EPA, 838 F.2d 93,
§7 {3rd Cir. 1988).

In contrast to TSCA section 4(a}(1)(A),
undser TSCA section 4(s){1)(B), there is
no risk-based criterion to satisfy, See
899 F.2d at 347, n.4 [cumene decision).
According to the legisiative history, the
provisions of TSCA section 4(a)(1)(B)(i)
reflect the “*Conferees’ recognition that
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there are certain situations in which
testing should be conducted even
though there is an absence of
information indicating that the .
substance or mixture per se may be
hazardous.” H. Conf. Rept. 1679, 94th
Cong., 2d Sess. (1876}, at 61, reprinted
in A Legislative History of the Toxic
Substances Control Act (Comm. Print
19876) ("“Leg. Hist.”) at 674; and H. Conf.
Rept. 1341, 94th Cong., 2d Sess. (1976),
at 18, reprinted in Leg. Hist., at 425.
Thus, under section 4{a)(1){B) of TSCA,
EPA can act even in the absence of
information that the chermical may be
hazardous. Section 4(a)(1}(B){i) requires
the Administrator to find that “a
chemical substance or mixture is or will
be produced in substantial quantities,
and (I} it enters or may reasonably be
anticipated to enter the environment in
substantial quantities, or {II) there is or
may be significant or substantial human
exposure ta such substance or mixture.”

This policy statement sets out EPA's
interpretation of section 4{aj{1}{B)(i) of
TSCA. This notice is not intended to
address EPA’s preliminary policy
decisions for selecting chemicals as
potential candidates for testing, -
Likewise, it is not intended to address
findings made under TSCA sections
4(aJ(1)(B)(ii) or (iii}, or the scape of
testing that may eventually be imposed
by EPA. It is only intended to erticulate
the standards and criteria EPA will use
in implementing its authority to make
findings under TSCA section
4(a)(1)}(B)i). To this end, EPA published
in the Federal Register on July 15, 1991
{56 FR 32284), its proposed statement of
DOh regarding section 4{a){1)(B)(i) of
TSCA EPA requested comments on its
construction of the phrases "‘producsd
in substantial quantities,” “‘enters or
may reasonably be anticipated to enter
the environment in substantial
quantities,” and *'is or may be -
significant or substantial human
exposure” as used in section
4{a)(1)(B)(i) of TSCA.

C. The ""B” Policy

Section 4{a)(1)(B)(i) of TSCA requires
the Administrator to find that a
chemical substance or mixture is or will
be producsd in substantial quantities,
and *“(I) it enters or may reasonably be
anticipated to enter the environment in.
substantial quantities, or (II) there is or
may be significant or substantial human
exposure to such substancs or mixturs,”
to impose testing requirements.
However, TSCA does not define the
criteria or standards to be used, or the
meanings of the words “significant” or
“substantial.” Additionally, the
legislative history of TSCA provides no
elucidation of these terms. Wherea .

statute is silent or ambiguous on a
particular issua, deferencs is accorded.
to any reasonable interpretation
consistent with the statutary p

Chevron USA, Inc. v. EPA, 487 U.S. 837
842-844, (1984); NRDC v. EPA, 907 F.2d
1146, 1153 (D.C. Cir. 1990). The Fifth
Circuit Court of Appeals recognized this
principle when reviewing the cumene
test rule. According to the Court, where
TSCA and its legislative histary provide
no definition of a term such as
“substantial,” “Congress is deemed to
have implicitly delegated to the EPA the
power to dsfine ar interpret
‘substantial,’ and we will sustain the
Agency's interpretation as lang as it is
rational and consistent with the

. statutory scheme and legislative

history.” 899 F.2d at 354. ° :

{Shabstantiai is an inherently imprecise
word. * * * no definition or group of
criteria can be established which will
function like a mathematical formula, so that
for gvery given set of facts a specific,
predictable answer will always be
forthcoming. Room must be Ieft for the
exercise of judgment.

1d. at 359.

Clearly, thers {3 nothing in the
statutory language or legislative history
that restricts the Agency’s allowed
interpretation of “‘substantial’ or
“significant” ta consideration of
particular quantities of or other
evidence relating to production, releass,
or exposure. In fact, Congress provided
a list of factors which may or may not -
be considered by EPA in making TSCA
section 4(a}(1)(B)(i) findings. H. Rept.
1341, ¢4th Cong., 2d Sess. (1978}, at 18,
reprinted in Leg. Hist., at 425. See slsa
cumene decision, 899 F.2d at 356, n.16
("Moreover, the quoted language in H.
Rept. 1341 *** is permissive and
expansive in respect to what the EPA
may consider and when it may
testm under section 4(a)(1)(B) ***").

is statement of policy, EPA is.
axercxsmg its discretion by articulating
quantitative thresholds to serve as
guidance in making findings of
“‘substantial” production, release, and
human exposure. “Significant™ human
exposure findings will be made on a
case-by-case basis. As explained in the
proposed policy statement (56 FR
32294), it is EPA's belief that EPA may
make findings under section 4(a){1){B)(i)
of TSCA based on quantitative.
thresholds. However, EPA does not
intend to limit itself to the use of these
criteria in making “'B” findings and
reserves the ability to consider.other
factors on a case-by-case basis. Such an
interpretation is consistent with the
legislative history of TSCA and
effectuates the policy objectives
described in section 2 of TSCA of

dsvalopmg adequate data with mspect:t
to chemicais and making the
development of that data the
responsibility of chemical

manufacturers and procsssors.

. Response to Public Comments

A. Summary

EPA received written comments an -
the proposed statement of policy from: -
the Chemical Manufacturers Associationr
(CMA), the Epoxy Resin Systems Task. : -
Group of The Society of the Plastics
Industry, Inc. (SPI), the Monsanto
Company, the Ecological and
Toxicological Association of the
Dyestuffs Manufacturing Industry
(ETAD), the Callery Chemical Comuany.

~ the Halogenated Soivents Industry

Alliance (HSIA), the GAF Chemicals
Corporation (GAF), the BASF
Corporation (BASF), the Arco Chemical.
Company (ACC), the U.S. Department of:
Labor’s Occupational Safety and Health:
Administration (DOL/OSHA), and the- -
U.S. Department of Health and Human'
Service’s National Institute for
Occupational Safety and Health (HHSZ
NIOSH) (Refs. 1-9).

CMA’s Acetone and Ketones Panels., -:
Oxo Process Panel, Cumene Panel, - =
Cyclohexane Panel, and Hexamet.hylan@
Diiosocyanate Panel, and the Diethyl -~
Ether Manufacturers Task Group (Refsa &
10-15) also submitted comments which:
supported, in general, the commaents..
submitted by CMA. These commamar&_
are collectively referred to as “CMA" .
hersafter in this notice. Comments
submitted by these groups which are:
specific to a proposed test rule fora- _ .
specific chemical will be addressed..
appropriate, in the final rule for that. 7 7=
specific chemical. Those rules will b
published in the future. The comm
periods wers reopened for proposed ta
rules for Office of Drinking Water . "f;t;r
Chemicals (55 FR 21393, May 24, 1990 i
Cyclohexane {52 FR 19096, May 20;.
1987}, 1,6-Hexamethylene, Dusocyanata:
(54 FR 21240, May 17, 1989), and N- - 7. |
methylpyrrolidene (55 FR 11388, Marche. |
28, 1980); See 56 FR 32292 (July 15, ;;;
13991). A summary of the comments. - 4
received on the TSCA section 4(8)(1)(BL,

proposed statement of policy is
mcluded in the following Units ILB.. g 4"
~I1.G., along with EPA’s responses to::.
comments. )

B. Scope of Testing

CMA and other commenters have.
sxpressed the concern that, given the-.
criteria articulated in this notice, ,,;;s

"“nearly 8,000 substances will reqm
[EPA] review under section 4(a)(1)(B}:7%;,
(Refs. 1 and 5). These comments -3
indicate that many commenters havea_%j

o

f
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misinterpreted the intended and ectusal
scope of this policy. The *“B* aﬁcyis:
aot intended to be, nor will it

is an autornatic trigger to testing.
Nothing in this policy will require EPA
to immediately review any of the
chemical substances currently in
commercs. Rather, this policy statement
sots out EPA’s interpretation of the
findings it must make under section
4(a}(1)(B)(i) and the general factors EPA
wili consider in evaluating section
4{a)(1)}{B){i}'s applicability in specific
cases. This policy statement is not
intended to function as a tool for setting
testing pricrities. Testing priorities will
be set by EPA’s ongoing etforts in
deveioping a Master Testing List. ‘This
list was made available to the public in
ZPA’s Chemicals-in- Bulletin
(June, 1990). See also 58 FR 42055 (Aug.
286, 1981) for further information.

Many respondents, including CMA,
2ave indicated their tacit suppart for the
:hreshold criteria articulated in this
olicy notice, so long as “B” findings
are made only in support of rulss
-equiring only tiered, screening lavel or

‘baseline tasung" of chemical
substances (Ref. 1). CMA opposes
stilization of the “*B” policy criteria,
ind indeed, use of EPA’s section
+(a)(1)(B) testing authority for any other
.avel of testing.

On the policy as a whole, CMA
:ommented that EPA's proposed criteria
mder TSCA section 4{3)(1)(8)(1) are
sasonable as a basis for requiring
‘creening tests such as the
aformation Data Set (SIDS) utilized by
2e Organization for Economic
‘ooperation and Development (OECD)
or high production volume (HPV)
‘nemicals. CMA stated, “EPA’s
:roposed ‘B’ criteria would providea
uitable basis for selecting substances.
sr such screening tests” (Ref. 1). CMA
roposed that, if screening studies
sveal the potential for adverse effects,
1en EPA sioould add the chemiceal to a
ibsequent proposed rule under the
uthority of TSCA section 4({a}{1)(A), the
mnay present” finding. CMA proposed
aat, in the absence of toxdicity concems,
PA should require additional testing
niy if it concludes that exposure is
inusually great.”” CMA argued that
1ore rigorous “B" criteria, which take-
1to account all aspects of & ;
1ust be developed by EPA to select
uch high exposure substances for
aditional testing. CMA stated that it
sould not oppose EPA’s criteria if they
sere incorporated into the tiered
oproach described above. CMA would
opose EPA's ““B” criteria, if they are-
sed for any other p . CMA

ather asserted that if a “B” finding is

1sed *‘s0lely on the magnitude of

environmental releases, tha Agency
should limit rules supported by such
findings to chemical fate and
environmental effects testing” (Ref. 1),

EPA believes that any linkage
between the particular numencal
threshold criteria articulated in this
policy statement, or the particuiar
findings made under TSCA section
4(a)(1)(B}(i), and the nature and scope of
testing to be required once such a
finding has been made, is mispiaced,
and indeed, based on a
misinterpretation of the scope of EPA’s
testing authority under section 4 of
TSCA.

TSCA section 4{a) states:

(a) TESTING REQUIREMENTS.—If the
Administrator finds that—

(1){A)(i) the manufacture, distribution in
commercs, processing, use, aor disposai of a
chemical substance or mixturs, or that any
combination of such activities, may present
an unreasonable risk of injury to heaith or the
environment,

{ii} there are insufficient data and
experience upon which the effects of such
manufacture, distribution in commerce,
processing, use, or disposal of such substance
or mixture or of any combination of such
activities on health or the environment can
reasonably be determined or predictsd, and

(iii) testing of such substanca or mixture
with respect to such effects is necessary to
deveiop such dats; or

{B){i) a chemical substance or mixturs is or
will be produced in substantisl quantities,
and (I) it enters or may reasonably be-
anticipated to enter the envircament in
substantial quantities or (II) there is or may
be significant or substantial human exposure
to such substance or mixture,

{ii) thers are insufficient data and
experience upon which the effects of the
manufacture, distribution in comamerce,
processing, use, oc disposal of such substance
or mixture or of any combinstion of such
activities on heelth or the environment can
reasonably be determined or predictad, and

(iii) testing of such substance or mixture
with respect to such effects is necessary to
develop such date;end * * *

the Administrator shall by ruls require that
testing be conducted on such substancs or
mixture to develop data with respect to the
heaith and environmental effects for which
there is an insufficiency of data and
gxperience and which are relevantto a

etermination that the manufacture,
distribution in commerce, processing, use, or
disposal of such substancs or mixture, or that
any combination of such activities, doesor
does not present an unreasonable risk of
injury to health or the environment.

15 U.S.C. 2603(a) (emphasis added).

The final paragraph of section 4(a) sets
out EPA’s authority to-require testing-
once the Agency has made the findings
under section 4(a}{(1){A) or (B). The
directive of this final paragraph ciearly
relates to the *“data insufficiency” and
“‘testing is necessary” findings of

sections 4(a)(1)(A)({ii) and (iii) and {B)(ii)
and (iii); it bears no depen onor
other relationship to the findings under
either subsection 4{a)(1}{A}(i) or (B)(i).

Thus, oncs the A tor has
made a finding undsr TSCA section
4(a)(1){A)(i) that a substance may
present an unreasonable risk, or under
TSCA section 4(a)(1)(B)(i} that a
substance is or will be produced in
substantial quantities and may either
enter the environment in substantial
quantitiss or that there may be
substantial or significant human
exposurs to the substancs, the
Administrator may require any type of
testing necessary to address unanswered
questions about the effects.of the
substance. EPA need not limit the scope
of testing required to the factuai bases
for the section 4{a}{1)(A}(i} or (BNi)
findings.

Essentiaily, under TSCA ssection
4(a)(1)(B). EPA may requirse health
effects testing even if it has only made
a finding that there is or may be
substantial entry into the environment
of & substancs, or require environmental
affects testing even if it has only made
a finding that there is or may be
substantial or significant human
exposure to a substance. Clauses (I} and
(1) of section 4(a)(1)(B)(i} can be
interpreted as mutually exciusive. See
cumene decision, 899 F.2d at 357 n. 18.
Either finding is sufficient to require
testing, so long as EPA finds that data
relevant to a dstermination of whether
a substance does or does not present an
unreasonable risk of injury to health or
the environment are insufficient and
that testing is necessary to develop such
data. It is the interrelstionship of the
existing data set and numerous other-
substance-specific parameters, which

- are evaluated under subsections (ii}) and

(iii) of section 4(a){1)(B), that determines
the specific testing requirements, if any,
for a particular substancs.

EPA notss, however, that while it has
the authority to require testing for any
health and environmentsi effects once it.
has made a finding under either section
4{a)(1)(A)(i) or (B)(i) of TSCA, the Act
does not compel EPA to require testing
of all health or environmental effects
endpoints in all cases. Rather, once EPA
has decided that it will require testing,.
EPA must also determine what data are
sufficient and what testing is necessary
in each particular case in promulgating
specific testing requirements. In
addition, once EPA has decided to
require testing, EPA also considers,
among other factors, *“the relative costs
of the various test protocols *** and the
reasonably foreseeable availability of the
facilities and personnei needed to
perform the testing required under the-
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rule.” TSCA section 4(b}{1}, 15 U.S.C.
2603(b}1).

Furthermaore, if Congress had
intended that the testing under
section 4(a}{1)(B} be related to whether
the findings are besed on information
about human expcsure or
environmental releass, it is reasonable
to conclude that would have
used the word “‘or’’ insteaed of "and”
when directing the Administrator to
require testing “‘to develop data with
respect to the health and environmental
affecta ***" in the final paregraph of
section 4{a). However, the explicit
choics of the word “and™ in this final
paragraph indicaies that Congress
authonzed EPA to require health and
environmental effects testing
independent of the basis for an (A)(i) or
(B}i} finding. Indeed, EPA has
consistently interpreted the “testing is
nec * under TSCA sections
4(a}(1)(A)(iii) and {BNiii) to mean thet

EPA may require any heslth or -
environmental effects testing for which data
are insufficient and which EPA believes are

“capable of devetopmg the necessary
.niormat;on. See 45 FR 48510, 48530 (July
1 8 Agao

EPA's broad mandate to require
testing is also reflectad in the legislative
history of TSCA. See H. Rept. 1341, 94th -
Cong., 2d Sess. {1976}, st 3-8, reprinted
in Leg. Hist. st 411—414. The breadth of
TSCA’s authority to require testing is
most apparent in TSCA section
4(a){1}{B) which, according to the
Conference Report an TSCA, authorizes
EPA to require testing “sven though
there is an absence of information
indicating that the substance or mixture-
per se may be bazardous.” H. Coni.
Rept. 1679, 34th Cong., 2d Sess. (1878},
at 61, reprinted in Lag. Hist. at 674. See.
also H. Rept. 1341, %4th Cong., 2d Sees.
{19786), at 18, reprinted in Leg. Hist. at
425.

Finally, in the cumene decision, the
Court supported EPA's interpretation

regarding the relationship between the
under TSCA subsection
4(a)(1){BXi) and subssctions
4\3}(1)&8}(;)} and {iii):

A finding under section 4(a}{1)}{B){i} does
notamna;unxfyatesnngo:du It must also
XE ;xnder ssction d;g‘)i(;)im)(u) that

ere are insuffictent
upon whichthoaffnctxoﬂhomfngxemfxcm(or
procoesing, sic.] *°* of such substance ***
on heeith or the environment can reaamh}y
be =** predicted.” Similarly, section
4(a{1)}(B){il}} imposes the fizther
requirement that the testing be 'necessary ta
develop such data’ (emphasis added}—i.e.,
necesgary ta render the experiance and data
suificient as a besis on which the health and
anvironmental effects of the maoufacturing
(or processing, etc.} can reasonably be
predicied *** . 1f the EPA properiy comclhudes

that the axisting dats end da not
suffice as a basis for it to ¥ predict
Lhattbmwﬂ)benobeshhmcmmmml
injury from the ing (or processing,

etc.) of the chemical, then affirmative
evidencs and findings of risk of such injury
at taxicity leveis under section
4(a){1)(B){i) are not necessary to provide a
nexus between requiring testing under
section 4{a}{1¥B)} and congressional concern
for heaith and the environment.

899 F.2d at 354355 {emphasis in
original). Given that TSCA section
4(a}(1)(B){i) gives EPA authority to
require heaith and environmental effects
testing even in the absence of
information that a substance is -
hazardous, it is reasonable that the
specific testing to be required relates to
the data insuificiency and testing is
necassary under TSCA section
4{a)(1)(B){ii) and (iii) rather than to the
environmental release or human
exposure finding made under TSCA
section 4f{a){1}(B}{i).

C. Substantial Production

EPA proposad a valus of 1 million
pounds as a threshoid level for findings
of "“substantial production.” 56 FR
32286. As an aiternative to this
threshoid, EPA solicited comments on
the adoptian of the TSCA section 5(8)
New Chemical Program’s expos
based substantial production thxesholu
(i.e., 220.000 pounds) or soms higher
thresiioid {56 FR 32299).

Both CMA and SPI commentad that
EPA’s proposed production threshold is
a reasonable interpretation of
"*substantial production” under TSCA -
section 4{a)(1)(B] (Refs. 1 and 2},
However, according to CMA, *“{w]hile
EPA’s approach is a reasonsble one. a
production threshold of 2.2 million -
pounds waould be preferable to achieve:
consistency between EPA’s activities
under TSCA section 4 and the OECD
HPV Existing Chemical Testing
ngram {Ref. 1}. CMA noted that far

“*purposes of requiring certain extensive
types of studies, EPA aiso uses 2.2
miilion pounds as a production volume
trigger 1o its new chemicals program
under TSCA section 5" (Ref. 1). HSIA
also suggested use of TSCA section 5-
trigger for substantial production (Ref.
6). Mansanto (Ref. 3), HSIA (Ref 6}, and
ETAD (Ref. 4) also suppart the adoption
of the-OECD HPV threshold for the-
purpese of international harmonization..

EPA with CMW'HSU\_
that 2.2 on pounds production is-
.the sole thraahold utilized in the TSCA
section 5 New Chemicals Program. In.
general, screening level taxiaty studies.
for buman heslth and/or environmental
effects may be ired far chemical
substances expected to be producsd in

e

quantities equal to or greeter than

220,000 pounds per year. The New o} -
Chemicsais Program, as a matterof - -:& -
pohcy,mayspeafyhxg_nﬁrtzaadtuﬁng;' .

(e.g., bioassay, nevrotoxicity} under
certain circomstances (i.e., use in

S
Py

amounts of 2.2 million pounds or

greater; however, the ax‘ms-bmd 5
substantial production old for . .-

considering testing under section
S(e;)(l}LA)(n}m) i3 220,000 pounds {Ref. -
16

EPA disagrees that the OECD HPV
threshold would be a more reasonable-
gpproach for the initial threshoid under
‘TSCA section 4. The QECD HPV
threshold was established under
different circumstances than the
proposed threshoid for “substantial
producticn.” Eighteen member
countries {inciuding all major producing,
countries) deveioped national
inventories of HPV chemicals
manuiactured or imported into their
countries. Thess inventories were
merged into 8 comprehensive inventory.
maintained by the QECI, and is called.
the OECD Representative List (Ref 171.
which includes all chemicals (excluding.
polymers and petroleum fractians}-
reported in any member country in
excess of 10,000 tonnes (22
pounds] and ail chemicals reported %
two or mare countries in excess of- 1.000”
tonnes (2.2 million pounds). Hencse, tb&"
OECD HPV production volume
threshold of 2.2 millon peunds was.
concsived merely to guide the
generation of natianal inventaries whidﬁ‘
whan combined would yield an :
international Hst of high production:
volume chemicals. It was assumed byt
OECD that the production volume
would be a suificient indicator of
potential exposure such that the

program on existing chemicalg has i

focused since 1988 on the chenticals: <
found on the OECD ative

The TSCA section 4(aj{1)(B}(1} ﬁnding'
of substantial production is not the sole-.:
finding EPA must make to require- 7
testing. The threshoid of 1 millien =S}
pounds set forth by EPA in its
statemant of policy (56 FR 32294) isona_w
of several EPA must make. &
before a substance may be subject to - *= 13
testing. EPA must aiso find that thetoqxi"
substantial releass, or substantial or:- mgg
significant human under %
TSCA sections 4(a){1}{B)(1){(}) and m)_lhhi
addition, EPA must find that data are-:5%:
insufficient and testing is necessary: <43
under TSCA sections s{a}{1}{B)}ii} lnd?‘ﬂz-
(iii}. EPA does not believe that & -~ :m
production volume threshoid whichis : :&r
chossn to generste an inventory for amm%:"
inteinational program on existing r-**"

v‘:, -

-vi
C TR

f
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chemicals and which is the only trigger
for entry into that program should be
determinative of the threshold chosen
for “‘substantial production” under
TSCA section 4(a)(1)(B](i).

GAF, BASF, and ACC objected to the
proposed threshold on two grounds.
First, the proposed threshold value will
involve subjecting 95 percent of U.S. .
chemical production (on a total voiume
basis—11 percent on number of
chemicals basis) to potential testing.
They argue that because the threshold
will encompass such a large percentage
of chemical production, the threshold
reflects an incorrect interpretation of
section 4(a)(1)(B) (Ref. 7). i

As previously explained, EPA has
broad discretion in defining
““‘substantial”” and could choose a
quantitative threshold at any point
along a wide spectrum when construing
the meaning of ‘‘substantial
production.” For instance, if one were
to create a chart ranking from lowest to
highest the aggregate production for all

substances on the TSCA Inventory, EPA

could interpret the term ““produced in
substantial quantities’” narrowly to
apply only to substances produced in
voFumes at the extreme top end of the
chart. EPA could also choose to adopt
a broader interpretation, finding all
chemical production to be substantial
unless it fell below a value at the
extreme low end of the chart.

EPA has proposed a production figure
in between the two extremes. The 1
million pound threshold for production
narrows the “universe” of chemicals
potentially subject to TSCA section 4
testing under TSCA section 4(a}(1)(B) to
11 percent of the TSCA Inventory. Since
that small percentage of the Inventory
accounts for 95 percent.of total chiemical
production, it is reasonable to use this
information as a basis for making a
finrding of *‘substantial production’ for
substances produced in excess of that
threshold.

GAF, BASF, and ACC also
commented that the 1 million pound
threshold “will impose sn unfair
sconomic burden on chemical )
manufacturers and processors that could
stifle technological innovation” (Ref. 7).
This comment (which is unsupported
by any empirical data) also appears to
reflect a misunderstanding of the scope
of this policy statement.

Neither the "“B” policy nor any
particular numerical threshold set forth
herein constitutes an sutomatic trigger
for testing. Furthermors, this policy
statement does not address the amount
of testing to be required for chemicals
meeting the ““B" findings criteria, so it
is not possible to determine whether a

particular production volume threshold
would have any sconomic impact.

EPA does, however, carefully
consider the potential economic impacts
and the valuse of testing data for all
section 4 test rules. For sach chemical
subject to testing, EPA conducts an
analysis which estimates the costs of
testing. In addition, EPA considers any
comments recsived on the economic
effects of proposed testing requirements
when developing final rules under
section 4, and may rsvise testing
requirsments when respondents
demonstrate that the rule would impose
excessive economic burdens or wouid
stifle technological innovation.

The consideration of economic.
impacts is particulariy important for
chemical testing decisions becauss
EPA’s purpose in using section 4 is to
obtain data for use in risk assessment
and, where necessary, risk management
activity. EPA recognizes that if the
testing it requires on a substance under
section ¢ imposes an unfair or excessive
burden, the likely result of the section
4 rule would be to drive the chemical
from the market, rather than to producs
test data. To insure that test data are
received, EPA must be concerned with
any significant adverse economic
impacts associated with section 4 test
rules. Economic considerations are
therefore well integrated into EPA’s
testing decisions.

In response to EPA’s alternative
threshold proposal for the substantial
production criterion {220,000 pounds)
used in the review of new chemical
substances under section 5 of TSCA,
Callery Chemical Company stated,

[alt this threshold production level, the
publication of production quantities will not
only reveal extremely sensitive confidential
business information but will cleerly
overwhelm the Agency with work that it
cannot handle (Ref. 5).

EPA believes that adopting the
threshold of substantial production used
in the review of new chemical
substances under section 5{e} of TSCA
is inappropriate at this time, although
for different reasons. Callery Chemical
Company'’s concern about public
disclosure of sensitive business
information is addressed elsewhere in
this notice (Unit ILF. of this notice).
EPA recognizes that the number of-
chemicals which could be considered as
potential testing candidates under
section 4 of TSCA would be greater if
the lower threshold value of 220,000
pounds were adopted. However,
substantial production is only one of the
findings that EPA must make in order to
propose chemical testing under section
4 of TSCA. Thersfore, there is no reason

ta believe based on a lower threshold
alone that EPA would be overwhelmed,
as Callery Chemical Company believes,
by adoption of the TSCA section 5
threshold value for substantial
production. Nevertheless, for the
reasons set forth above and in the
proposed policy, EPA will adapt the 1
million pound threshold for
“‘substantial production” under section
4(a)(1){B}(i) of TSCA.

D. Substantial Release

If the criterion for “substantial
production” is met, then at least one of
three additional findings under TSCA
section 4(a)(1}(B)(i) must aiso be made
before testing is required. The first of
these findings is that the substance
*‘anters or may reasonably be
anticipated to enter the environment in
substantial quantities” under TSCA
section 4(a){1}(B)(i)(I). EPA refers to this
finding as "‘substantiai release’ and
proposed that a vaiue of 1 million
pounds per year release or releass of 10
percent or more of total production
volume, whichever is lower, be
established as the threshold value for
*“‘substantial release.”” As an alternative
to this threshold, EPA solicited
comments on the adoption of a fixed
threshold, such as 100,000 pounds or 1
million pounds (56 FR 32296).

CMA, HSIA, and SPI disagree with
EPA’s interpretation that “‘enters the
environment in substantial quantities’
equates with “‘substantial” relsase.
These commenters contend that EPA
must consider not simply the total
poundage released but also other factors
that address the potential for human
and/or environmental exposure such as -
the chemical’s persistence in the
environment and its likely or estimated
concentrations in various environmental
media (Refs. 1, 2 and 6).

EPA disagrees with the commenters’
arguments regarding what information
EPA must consider when making a
finding under TSCA section
4(a)(1}(BMi)(I). In eifect, CMA attempts
to import the *‘exposure” component of
clause (1I) of section 4(a}(1){B)(i) into
clause (I}. However, as indicated by the
word "or” between the two clauses,
clauses (I) and (I0) of section 4(a)}{1)(B)(i)
can be interpreted as being mutually
exclusive. While EPA may, if it chooses,
make a finding under both clause (I) and
clause (I}, a finding under either clause
alone, coupled with findings under
4(a)(1)(B}(ii) and (iii), is sufficient to

. support a test rule.

A believes that it is reasonable to
interpret section 4(a}(1){B)(i)(I) to mean
that any release during the manufacture,
distribution in commerce, processing,
use or disposal of a chemical substancs,
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is, per sa, “‘entry” of that substance inmo
the environmaemnt, irrespective of the
subsiance’s subsequent persistence or
concentration in the environmant.
TSCA explicitly uses different terms,
“enters” in clause (I}, and “‘exposure” in
ciause {II}. Thers is nothing in the-

statute or legislative bistory that clearly -

indicates that clause {I} necessarily
embraces or incorporates an “‘exposure”
component, o a duratianal or
persistence requiremsant. Moreovaer, in
the cumena decision, the Court
axplicitly rejected CVA’s argiunent that
EPA must incorporate a “persistence’’
component in making a section
+ta{1}{BHINI) nnctmg. See 899 F.2d at
155-358, and n. 15~16. For these
raeasons. SPA believes that its
interpretation of the phress ““enters the
environment’ ag encompassing any
“release” to the environment is a
reasonable reading of section

(e 1) (BHH(D.

MA aiso commented that -

EPA snould ciarify that, as in section 313
ot EPCRA, the only reieases on which a “*B”
finding will be based are releases to eir or
-vater beyond site boundaries. Releases or
transfers to treatment and waste disposal
facilities raise entirely different exposure
considerations and should not be taken into
zccount in making “B” findingy (Ref. 1).

EPA disagrees with CMA’s
characterization of the scope of the term
“release” in EPCRA. and as the Agency
is using that term in its int ion of
TSCA section 4(a{1{BKi){I}. Contrary to
CMA's assertion, EPCRA does not limit
the term “release’ only to releases to

“air or water beyond site boundartes.”
Rather, “releasa’ is broadly defined in
EPCRA section 328(8), 42 U.S.C.

Similarly, EPCRA section 329{2}, 42

U.S.C. 1104942}, defines the term

“snvironment” broadly to inctude
water, air, and land

interrelationship which exists among and

between water, air, and land and ail living

things.

An identical definitien of
“‘environment” appears in TSCA saction
3(s5], 5 US.C. 2602(5). The limiting -
phrase “beyond facility site boundaries’
appears only in EPCRA section
313(dX2](A), 42 U.S.C. 11023(d)(ZKAJ.
Under this provision of EPFCRA. when
the reasonably anticipated
“significant adverse acute. humanhaakb
sffects’” of a chamical {n the context of-
an Agency dacigion to list or delist a
chemical on tha Toxics Release

Inventary, the Agency is limited to a
consideration of thosa effects which.
would occur *“‘at concentration lavels
that are reasanably liksly to exist
beyond facility site boundaries as a
resuit of continuous, or frequently
recurring rejeases.” This limitation
applies only in this instance, and does
not apply to or modify any other clausa
of EPCRA section 313. Therefors, CMA's
attemnpt to limit the scope of the term
“reiease’’ under EPCRA, and to relate
this limitation to releases considered
under T5C4, is baseless.

Moreaver, neither “raisasa” nor
*“anters the environment” is defined in
TSCA. As expiained above, EPA
beliaves thst it is reasonable to interpret
ciause (I} of section 4{a){1){B}(i) of the
Act to encorpass any release of the
substanca to the enviroament. Far
purposes of this policy, and consistent
with the definition of “‘environment™ in
TSCA, “anters the environment” under
section 4{a}{1}{B){i} inciudes any
reieases to '‘water, air, and land’’ that
result from or may reasonably be
anticipated to resuit from the
manufacture, processing, distribution in
commercs, use o disposal of a chemical
substance or mixture, regardless of the
source or nature oi the reieass.

Furthermore, TSCA's scope is not
limited to consideration of only releases
from a site or trensfers-to treatment and
waste disposal facilities. Rather, TSCA
is intended to broadly address the
general uncartainty about the effects of
the manufacture, processing,
distribution in commoerce, usa or
disposal of a chemical substancs or
mixture.

SPI commented that EPA’s proposed
1 million pound release threshold, and
the proposed aiternstive 10 percent of
production volume threshold, were
*“arbitrary’” and that “EPA does not
provide any support foz the selection of
10 percent of the production volume
other than it would seem to be a-sizabla
number. Absent any frame of reference
such as exposurs, ar presanca in the
enviranment, soch 8 numbes is no less
valid than 1 parcent or 60 percent” (Ref
2).

EPA disagrees with SPI's comment. In
choosing the 1 million pound threshold
value to represent “substantial’’ releass,
EPA was guided by the same
considerations that were used to
determine the threekold value for
*“substantial” production. In choosing
the poundags threshold, EPA used the
Toxics Release Inventory (TRI} in
judging the “substantial™ nature of that
amount of release. EPA hasg determined
that 37 percant of the chemicals listed
on tha TRI have relsases of over 1
million pounds and that thess releesas

accaunt for 88 percent of the total. - 93:’,
reported release on the TRI by voluma:
Clearly, the small percantage of TRL. ° ‘Jp
chemicals that exceed the selected -
poundage threshold accounts for tha- :".;'
vast majority of total TRI releases. It is- .
reasonable for EPA to use that .
information as a basmfmfocumngnz
attention on chemicals released in

oxcess of that threshoid.

In addition, a8 stated in the propoaad-
poiicy statement (58 FR 32296}, the
nercentage threshold has been propesad’
becausa EPA is also concerned sbout
chemical releases that are & sizable
percentage of the production volume of
that chemical. EPA belisves that when .
such a sizable percentage of a
chemical’s production voiume is
reieased, that rejease should be
considered “substantiai’” for that. .
chemical substance. This threshoid will -
allow EPA the flexibility to reguire:
testing of chemicals with production
voiumes equal to or greater than 1
miilion pounds per year, but with
reieases of less than 1 million pounds
per year.

E. Substantiof and Significant Human-
“xnosure =

EPA nroposed that ““substantial
exposurs”’ means e ure to laxge
numbers of people {56 FR 32287}, and
set out the following numerical -
thresnalds fora ﬁndmg of “substannal

B "\‘”( 4§

- expasure’: 1,000 workerg, 16,000

consumers, and/or 100,000 personsin. :

the ganetm population. EPA proposed.

that “‘significant exposure” refers ta tha

nature of tha exposure. A finding of " ° ;;'
“‘sigrificant exposure” would (o

be macde where the numaerical

for numbers of persons exposed

for s
“substantial exposure” is not met, b@,,m
the nature of the exposure is sufficlentlyr"
direct, 1arge or prolonged. However, 7. >
EPA may make a ﬁndmitha;tthem fmo:’.%2

may be both significant
and substantial human e
numbsr of people axXp
thresnolds set forth in this policy and." :
the uamre of the exposure ts also. f
3

ﬁtha
emeedsthn"

significant as set forth in this palicy. As,
an alternative to these thresholds, EPA’
solicited comments on the adoptioaf] -,
sither the TSCA saction 5{e] New
Chemical Program'’s expos
crituria for “substantial’” and
“significant”” human exposure or soma._ -
other critena for which there is a strong;, .*
basis or supparting raticnala (S8 FR . _.
32299~32300). :
OSHA and NIOSH submittad
comments supportive of EPA’s
statement of policy for determining. = 177
sxgmﬁcnm

Cize
L

“_'

“substantial” and " Immui. e
exposure. In fact, NIOSH “urgea EPA tn.l’»‘
seriously consider its alteenative

-‘Qr
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proposal*** that would result in testing
compounds for which fewer than 1,000
workers are exposed” (Ref. 8). OSHA
agreed with EPA that, for TSCA
purposes, the proposed definitions for
“substantial” human exposure and
"*gignificant” human exposure set
reasonable criteria for determining if
testing is required when toxicity data
are sbsent or incomplete. Accordingly,
*“OSHA believes that exposure of 1,000
workers to a chemical of unknown
toxicity represents adequate impetus to
require testing” (Ref. 8}. In addition,
OSHA stated that the proposed
distinction between *‘substantial”
human exposure and “significant”
human exposure is appropriate (Ref. 8).

1. Substantial human exposure. CMA,
SPI, Monsanto, ETAD, HSIA, GAF,
BASF, and ACC submitted comments
that questioned the definitions and
rationale underlying the proposed
criteria. A common comment was that
EPA had not provided sufficient -
rationale to justify the proposed
numerical thresholds for determining
“‘substantial” human exposurs.

EPA di with the commenters’
suggestion that EPA did not provide
sufficient rationale for the numeric
thresholds chosen to guide
“substantial” human exposure findings.
As articulated in the proposed policy
statement (56 FR 32297), EPA chose
numeric thresholds to characterizs
*“substantial” human exposure because
it is EPA’s belief that TSCA section
4{a)(1)(B) was intended to address.
situations where large numbers of
people may be exposed to a chemical
substance and little or-no hazard data
exists to indicate whether or not that
chemical substance may present an’
unreasonable risk. EPA has based its
thresholds for workers an experience
gained through case-by-case analysis of
existing substances. Furthermore,
according to the National Occupational
Exposure Survey (NOES) data (Ref. 18),
an average of 650 workers are
potentially exposed to a chemical
substance produced in a quantity of 1
million pounds. In other words, fora
chemical produced in a quantity of 1
million pounds, it is relatively
uncommon that as many as 1,000
workers would be exposed. Given this
analysis and its experiencs of case-by-
case analysis of existing chemical
exposure over the years, EPA believes
that it has reasonably interpreted
"‘substantial human exposure’’ under
TSCA section 4(a)(1)(B)(i}{I) by
utih'zin¥ a relatively conservative
threshold of exposure of 1,000 workers
to a chemical substance. Moreaver;

aithough many respondants do not favor

EPA’s rationale for making a

determination of substantial human
exposure, they did not specifically argue
that these thresholds were
unreasonable, nor did they provide any
specific alternative criteria or rationale.

The different numeric thresholds for
warker, consumer, and general
population exposure are EPA’s attempt
to reflect the inherent differencss in the
probable exposure scenarios for
particular categories of individuals, As
stated in the proposed policy statement,
“workers generally are exposed on a
more routine or direct basis than
consumers, and consumers are generally
exposed on a more direct basis than the
general public™” (56 FR 32297, July 15,
1991). EPA has decided to apply a
differential equai to one order of
magnitude between the worksr,
consumer, and general population
thresholds. EPA believes this approach
is reasonable and sufficiently rsflects
the inherent differences in the probable
exposurse scenarios for each of the
categories of individuals. Both OSHA
(Ref. 8) and NIOSH (Ref. 9) supported
the basis for the distinction between
substantial exposure to workers,
consumers, and the general population.
EPA recognizes that this approach,
which is consistent with the Fifth
Circuit’'s cumene decision, integrates to
some extent the concepts of
“substantial” and ““significant” in
determining what constitutes
“substantial” human exposure. 869 F.2d
at 356, n. 17 {cumene decision); and 56
FR 32297-32298 (July 15, 1991).

Although commenters generally
criticized EPA’s rationale for choosing
the numeric threshoids articulated in
the proposed policy statement, none of
the comments offered any specific
alternative thresholds for making a
section 4{a)(1)(B)(i}{Il) finding. Many
comments expressed the view that EPA
must consider certain chemical specific
factors to make a “substantial” human .
exposure finding.

and other commenters objected

to EPA's threshold approach for )
determining ‘substantial” exposure
because it is based solely on numbers of
people exposed and does not take into
account the physical and biological
properties of a chemical, the manner of
its use and release, the level, frequency,
and duration of exposure, nor any
available relevant e data. CMA
argues that EPA should “make prudent-
but realistic assumptions about the
exposure levels that would be of
regulatory concern if testing
demonstrates adverse effects” (Ref. 1).

EPA believes that CMA's comments
reflect an inaccurate understanding of
the role of chemical tasting conducted
under the authority of section 4 within

TSCA's statutory framework and
purposes. As explained above in Unit L.,
TSCA was enacted to ensure that, given
the exposure of humans and the
environment to a large number of
chemical substances and mixtures with
potentially harmful effects, there would
be effective regulation of commerce in
such substances. TSCA section 2(a), 15
U.S.C. 2601(a). Since the potential
effects of many chemical substances in
commerce are not known, the palicy
provisions of TSCA reflect Congress’
intent that:

adequate data should be developed with
respect to the effect of chemical substances
and mixtures on health and the environment
and that the deveiopment of such data
should be the responsibility of those who
manufacture and those who process such

. [substances].

TSCA section 2(b)(1), 15 U.S.C.
2601(b)(1). Section 4 of TSCA provides
EPA the authority to require such
testing.

In effect, by urging EPA to make
“assumptions about the exposure levels
that would be of regulatory concemn if
testing demonstrates adverse effects,”
CMA argues that EPA must make an
affirmative finding that a chemical
substance would pose an unreasonable
risk of injury at some hypothetical
levels of toxicity and exposure in order
to require testing under section
4(a)(1)(B} of TSCA. This contention was
explicitly rejected by the Court in the -
cumene decision, 899 F.2d at 354~355.

Further, in contrast to the TSCA
section 4{a)(1)(A) risk-based criterion
and the TSCA section 6 risk/benefit
analysis, & finding under TSCA section
4(a)(1)(B) requires no risk analysis. See-
899 F.2d at 354 (cumene decision); and
859 F.2d at 979, and 984888 (EHA
decision}. Additionally, as both )
exposure and hazard are factors used to
determine whether a chemical may pose -

" arisk, without the necessary hazard

information, making *‘prudent but
reaiistic assumptions about the

exposure levels that would be of
regulatory concern if testing
demonstrates adverse effects’’ would be-
a meaningless exercise. The utility of
the frequency, duration, and levels of
exposure is limited when EPA is acting
in the absence of information about the
hazard of the chemical substance in ,
question. Given the statutory framework
of TSCA, its legislative history, and the
case law interpreting the section 4
testing provisions, EPA does not believe
that it is required to undertake the type
of detailed exposure analysis urged
upon it by CMA and other respondents
in making the TSCA section
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4(a)(1}(B}(i)(II} “*substantial” human
exposurs finding.

Although EPA is not required to
consider the factors enumerated above
in making a finding of *‘substantial”
human exposure, EPA did, as a matter
of policy, offer for consideration in the
proposed policy statement an
alternative sat of human exposure
criteria, based on the TSCA section 5(e)
New Chemicals Program human
exposure guidelines, which
incorporated some of these factors (56
FR 32299-32300, July 15, 1991).
However, despite an explicit invitation
for comments addressing the merit and
feasibility of applying these guidelines
in the context of section 4 test rules,
none of the comments addressed the
specific numerical values and other
factors outlined in EPA’s proposed
alternative thresholds. Comments on the
alternative thresholds expressed only
the general view that the section 5(e)
criteria should not be applied to review
of existing chemicals under section
4(a)(1)(B). (Refs. 1 and 2). Furthermors,
EPA solicited comments on adopting
“*some other criteria than the criteria
proposed hersin by EPA” and *the
supporting rationale” for such criteria,
yet received no comments offering any
alternative thresholds or other specific
suggestions or rationales.

Despite EPA's attempt to elicit more
specific comments, most commenters
addressed only the general concept of
the proposed thresholds. For example,
CMA argued that ‘‘Congress clearly
expected EPA to demonstrate a pattern
of unusually large or widespread
exposure which differentiates the test
substancs from typical chemicals in
commercial use” (Ref. 1). Based on this
argument, CMA suggested that EPA
develop an analysis of variations in-
human exposure potential within the
universe of commercially produced
chemicals. Such an analysis would
provide a basis for “'low”, *“‘medium”,
and "high” exposure chemicals. For
example, CMA stated that EPA had
made no effort to determine whether
there are many or few chemicals to
which at least 1,000 workers dre
exposed. Without such an analysis,
CMA argued, one cannot conclude that
exposure to 1,000 workers is large or
small for typical chemicals in
commercial production.

CMA suggested that data exist which
could be used to make order-of-
magnitude distinctions regarding the
numbsr of workers and consumers
exposed to different chemicals. Data
sources suggested by CMA include the
NOES: information collected underthe
TSCA section 8(a) Preliminary
Assessment Information Rule (PAIR);

Housshold Solvent Products: A Natianal
Usags Survey, EPA/OTS 560/5-87-005;
and the System for Tracking the
Inventory of Chemicals (STIC) Databass,
U.S. Consumer Product Safety
Commission (CPSC} 1888. CMA also
stated that about 400 substances have
been screened under TSCA section 4
and that EPA’s RM1 (Risk Management-
1) process has resulted in a systematic
review of available exposure
information for a growing number of
existing chemicals (Ref. 1)

As explained above, EPA disagrees
with commenters’ fundamental premise
that the Agency is required to undertake
an analysis of typicai exposures of all

. chemical substances currently in

commercial production in order to

: support its interpretation of the term

*‘substantial” under section
4(a)(1)(B}i)(I} of TSCA, or that such an
approach was mandated by Congress.
Neither the plain language of TSCA nor
the legislative history require EPA to
undertake the kind of exhaustive
analysis urged upon it by CMA and
other respondents to support findings
under TSCA section 4(a){1}(B){i). In
short, the cost of generating the
exposure information necessary for this
type of analysis may well exceed the
cost of testing, and is not appropriate for
a decision to require testing

section 4 of TSCA.

EPA notes, however, that it does not
ignore all of these factors in making
decisions to require testing under
section 4 of TSCA. For each substance-
specific rulemaking under section 4,
EPA must determine whether there is
sufficient “data and experience’’ upon
which to “‘reasonably determine or
predict” the health and environmental
effects of a chemical substance, and
whether testing of such substance is
“necessary to develop such data.” In
making these determinations, the
Agency has always, and will continue to
examine all available and relevant
information concerning the substancs in
question, including the physical and
biological properties of the substance,
the manner of its use and release, the
level, frequency, and duration of
exposure, and any available relevant
exposure and toxicity data. It is the-
responsibility of interested parties to
provide any information they believe
may be relevant to the Agency’s
determination to require testing of a
particular chemical substance under
TSCA section 4. Consequently, EPA
always welcomes the submission of
such information during the notice and
comment period provided prior to the
promulgation of any final test rule.

Furthermore, even if EPA were to.
conduct the analysis urged upon it by

3

- agreed and stated,

~1

CMA at this time, the potential soumass*‘
of information identified by CMA 554
present a number of problems for such“”'
an analysis due to the limited sco
their coverage. These limitations xﬁer‘ .
from database to database, and includes -
the number of chemicals covered, = 7&-
limited overlap between the databeses,
the specific data included in each ~
database or information sourcs, R
imprecise data concerning current i
production of a given substance, gaps in
exposure, use and release informatiom, -+
and differences in the quality of data
and the basis for sach estimated
parameter. For axample, the NOES
database developed by NIOSH contains
information on more than 4,000
chemicals. This database contains
useful information on the approximate:
number of workers potentially exposed,
the number of femafo workers
potentially exposed, the approximate
number of facilities in the industry k
handling the chemical, and the industry:
Standard Industrial Code (SIC) where
the chemical is found. However, by _
itself, the database is insufficient to
fully characterize the potential worker-
exposures because the database does not‘
contain information of the frequency, %
duration, or the levels of workers’
axposures. Due to these limitations, EP&
does not believe that it is possible to. j‘{s‘;fi1
develop an analysis of the variations im:- - 4
human exposure potential for the entire.
universe of chemicals. However, in the.:.:
context of a substance-specific -
rulemaking, EPA will carefully canmdar
the human exposure scenario. Once. ., -
again, EPA invites interested parties to.ﬂq
submit for EPA’s consideration all . ;.5
available and relevant information .z |
during the notice and comment periodi=;.
for each substance-specific rul >3
under TSCA section 4.

2. Significant human exposure.
supported by SPI, agreed with EPA. tha&;‘

‘“‘exposure can be considered -
‘significant’ where the potential exposedt
population is not large but the e

conditions of exposure are unique andey;
create unusually great concern about tha.
substance’s potential for adverss

effects” (Refs. 1 and 2). OSHA also--

hlfaworkerisexposedduacdy(ie bp ’]
{nhalation) or on a routine or episodic
it is reasonable to determine thata
human exposure exists, even if fewer than: %
1000 warkers are exposed (Ref. 8). &

However, CMA, HSIA and others -
commented that EPA’s proposed licyﬁ
does not *‘meaningfully identify wherevii
such 'significant’ exposures might axxsti;
(Ref. 1). e

EPA does not believe that it has, ab :_?: j

this time, sufficient experience to~
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generically define criteria that it will
empioy in making a finding of
“significant”” human exposure under
TSCA section 4{a){1)(BXi}II}). Should
EPA make such a ing in a

specific rulemaking, it will fully explain
the bases for that ing at that timse.

CMA also stated that EPA has not
adequatsly defined or explained the -
term “direct " and how (n .
relates to “significant” Ref. 1

A “direct "g::gosure mﬁ
characterized es having a clearl
identifiable or likaly sourcs of
chemical, an exposure pathway from the
source to the receptor that can be
axpected, with reasonabls certainty, to
resuit in the potential far exposure, and
an exposure route that will or can
rsasonably be expected to result in
intake/uptake by  the receptor. For these
reesons, it is reasanable to conciude that
in instances where exposurs is “‘direct”,
FPA may consider the exposure to be
“significant” under TSCA section
4(a)(1)(B)({H)I).

GAF, BASF, and ACC stated that EPA
has failed to establish a clear distinction
between “substantial” and “significant™
exposure as presented in Table 1 of the
proposed policy (Ref. 6).

As pnakusiy acknowledged, there is
soms overlap between the criteria used
to construs “substantial™ end

“significamt™ human expasure.
However, it is8 EPA’s betief that such an
overlap is not inconsistent with the
statutory purpose and legisiative history
of TSCA. As stated in the cumens
decision, 899 F.2d at 356, n. 17, “itis
not necessarily clear that “significant”
and "‘substantial” as used in clause {II)
must be mmderstood in a way that

revents
PrA oo thet “EPA shouid

judge thre “significance” of exposure by
examining whether, for the affected -
population, it involves large
concentrations or is usually frequent or
proionged” (Ref, 1), HSIA suggested that
EPA consider “‘the mode of manufacture
of the chemicals, the manner of use, and
physical properties which may make
even direct tothe
threshold levels of little or no concern”
(Ref. 6). To accomplish this evaluation,
CMA recommendad that “EPA should
develop representative exposurs
scanarios for workers, consumersand -
the ganeral populatian. These scenarios
should then be used to ideatify
workplacs operations, consumer

products or environmental releeses with-

uncommoaly largs exposurs potentia]”
{Ref. 1).
Because the detarmination of what is..
“significant”” human exposure can be¥.-
very chemical and use specific, EP A’
doas not beliews that the representatrve-

axposurs scanarios suggssted by OMA
would have much utility. However, EPA

. will examine, among other factars, the

criteria

the context of
rulemakings under TSCA section 4,
including the manner of use, the
chezmml specific physical properties,
and whether for the affected popuiation
the exposurs would involve large
concentrations ar is frequent or
prolonged. Also, in response to an
earlier suggestion from commenters, -
EPA did propose, as an aiternative to
the proposed section 4(a}(1)(B) criteria
for “significant” sxposure, adopting the
qualitative and guantitative-
“substantial” and “significant”
exposure guidelinss used to review new
chemical substances under section 5{e}
of TSCA (56 FR 32299). Thess TSCA
section 5{e) criteria do include some
consideraiion of frequency, duration
and magnitude of exposure for workers,
and consideration of magnitude of
exposure for the general population.
The section 5{e) criteria for consumer
exposure are quaiitative only. These
criteria were dsveloped based on
experience assessing the exposures
associated with thousands of new
chemicals with limited, but known, uses
and exposure settings. However, as
explained above, none of the
commenters wers in favor of EPA
adopting the TSCA section 5(e) human
exposure criteria,

In summary, for the purpess of
determining whsther there is or may be
“substantial” exposure undsr TSCA
section 4(a}{1){B)E){, EPA will utilize
the numaerical thresholds of 1,000
workars, 10,000 consumers, and/or
100,000 persans in the general
population. A finding of “significant”
exposure will generally be nadeona
case-by-case basis, {aking into
considsration, among othar factors, the
manner of use, substance specific
physical properties, canceatration
levels, and the duration and frequency
of the exposure to the substanca. It is
impartant to note that TSCA section 4
is an information gathering tool anly
and that it places no limits cn a.
chemical substance’s manufacturs,
processing, distribution in commearce or
use. Given the limited purpose of TSCA
section 4(a), to require testing, and
becausa the finding that thers is or may
be *“substantisl” or “signiﬁcant’“humnn
exposurs is only one of several findings .
EPA must make to require testing, EPA
believes that the criteria set forth herein
are a reasonabie interpretation of the
phrase “significant or substantial.
human exposure” in TSCA sectinn

byCMAmdothusm

 Aa)(1)(BYaXiD).

¢

F. Other Issues

1. Categories. EPA proposad that it
would apply the generic numerical
thresholds for most substances
considered for action under TSCA
section 4(a}(1}B). In some cases,
however, where the thresholds are not
met, EPA proposed that it may consider
“addmoual factors” on a case-by-case
basis for making findings. An exampie
of such a case mentioned by EPA in the
proposed policy was chemical
categories.

CMA., supported by SP1, beiieves that
categories should be narrowly defined.

In CMA’s fudgement. the only category that
would be stiitable fora 'B° :mdxng would be
one whose members possessad sirmilar
chemicai structures and wers therefore likaly
to have ciosety related heaith or
environmental affects {Ref.1}.

CMA aiso comments that

representatives from a category could be-
selectsd for testing, obviating the need
to test each and every member of the

cat 8

E?Xrgoes not agree with the
commanters that categories must, by
necessity, be limited to chemicals with
similar souctures or toxicological
properties. However, EPA does agree
that chemicals with simiiar structures or -
toxicological properties could, in certain
instances, be grouped togsther and
referred to collectively s a category.
Additiopally, after consideration of all
relevant chemical specific parameters,
EPA may category findings on
a case-by-case basig, and will solicit
comments on this decision in the
specific proposed test rule. This is the
approach taken in the test rule
for glycidois (56 FR 57144, November .
11,1993}

2. Additional or mitigating factors.
CMA, Monsanto and others stated that
EPA should, in imple its podi
under section 4{a}{1}(B} of TSCA.,
preserve the flexibility to consider
additional and mitigating factors ona
case-by-case basis. Monsanto supports
Lbe “subsmnnal and “significant”

osure criteria as benchmarks but
be isve that other factars, on a case-
specific basis, mey nsed evalustion. For
exampie, CMA stated that where there
are no other indicators of substantial
exposure other than that a chemical
appeers in huran adipose tissue, EPA
should consider that the tissue may be-
reflective of beckground levels in the
environment, a metabolic product of
another compound, or relsase from non-
industrial sources (Ref 1). In sach a
sitnation, CMA su that testing-
under section 4{a}{(1{B} of TSCA would
not be justified.
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EPA agrees with the respondents that
in implementing this policy,
should preserve the flexibility to
consider certain variables on a case-by-
case basis. Furthermare, in
implementing section 4(a)(1}(B) of
TSCA, EPA intends to usa the criteria
articulated in this policy statement as
guidelines to retain the flexibility to
consider all relevant variables in making
findings under section 4(a){1}(B) of
TSCA. As stated in the proposed
statement of policy, EPA intends to
utilize the generic thresholds for most
chemical substances considered.for -
action under TSCA section 4(a}(1)}(B). In
some cases, however, where the
thresholds are not met, EPA may
consider "“additional factors” on a case-
by-case basis to make findings.

EPA’s authority to use this flexible
approach was recognized by the Court
in its decision regarding the cumene test
rule. The Court stated that EPA's
definition need not be precise — it need
not “function like a mathematical
formula.” 899 F.2d at 359. On the other
hand, there may be some instances
when a chemical substance meets the
criteria articulated under TSCA section
4(a}(1)(B)(i}, but where testing under
TSCA section 4(a}(1)(B) will not be
required because EPA finds under
subsection (ii} or subsection (iii} of
section 4(a}(1)(B), respectively, that data
are sufficient to reasonably_determine or
predict the effects of the manufacturs,
process, distribution, use, or disposal of
the chemical or that testing is not
necessary. Monsanto, GAF, BASF, and
ACC strongly support the use of
*mitigating factors” to justify not
requiring testing for those chemicals
that meet the section 4(a)(1)(B}(i) criteria
for which the available data are
sufficient to reasonably determine or
predict the eifects of the manufacture,
process, distribution, use or disposal of
the chemical and/or that testing is not
necessary.

3. Confidential business mformanon
Callery Chemical Company is concerned
that an EPA finding under TSCA section
4(a)(1){B}(i} that a chemical may be
produced in substantial quantities may
result in disclosure of confidential
business information (CBI) and *‘could
provide valuable marketing information
to competitors and potential
competitors without justification” (Ref.
5).

EPA does not believe that disclosing
to the public the fact that at least 1
million pounds of a chemical substance
or mixture is produced per year would
be a disciosure of CBL In making such
a finding, EPA would be relying on the
aggregate production volume for all
manufacturers of the substancs. Thus,

EPA would not be disclosing specific
information regarding any particular
manufacturer’s production. Should such
a statement affect a single manufacturer,
as might be the case with specialty
chemicals, EPA does not believe that a
statement that production volumae is at
least 1 million pounds would disclose
sufficient information to be congidered
a disclosure of information which might
be entitied to confidential treatment.
Furthermors, TSCA section 14(a)(4)
authorizes the disclosure of information
which otherwise might be entitled to
coniidential treatment when relevant in
any proceeding under TSCA, including
rulemaking, provided that disclosure is
made in such a manner as to preserve
confidentiality to the extent practicable
withoeut impairing the procesding. See
40 CFR 2.306 (1991). EPA believes that
by disclosing only that a substance is or
will be produced in volumes of 1
million pounds per year or greater,
confidentiality would be preserved to
the extent practicable while still making
findings under section 4({a}(1)(B).
However, EPA will make this decision
on a case-bv-case basis, in accordance
with 40 CFR 2.306, if such situations
arise.

G. Beyond Scope

Respondents raised several issues
which are beyond the scope of this
policy statement. The issues relate to
the use of structure activity
relationships (SAR), exclusion of
polymaers, tiered testing schemes, and
testing priorities under TSCA section
4(a)(1)(B).

1. Structure activity relationships.
Monsanto believes that “{t}he "B’ policy
should recognize and authorize the use
of structure activity relationships (SAR)
when evaluating the testing needs and
priorities for substantial production
chemicals™ (Ref. 3). Monsanta
commented that a large number of their
high production volume chemicals are
produced as intermediates and then
later converted to neutral salts to
facilitate handling and shipping; in
most of these cases, the salt and
intermediate itself have essentially the
same toxicological priorities. Therefore,
by testing and evaluating ane substance,
the other chemical can be evaluated.
using SAR.

Monsanto’s comment is not relevant
to a discussion of TSCA section
4(a)(1)(B)(i). Rather, whether SAR will
be a factor in determining the ‘‘testing
needs and priocrities for substantial
production chemicals,” is a matter
relevant to TSCA section 4(a){(1)}{B)(ii)
and (iii) findings. Therefore, Monsanto’s
concerns would be addressed in relation
to a chemical specific test rule,

2. Polymer exclusion. Monsanto ;.
commented that polymer exemptions

should be recognized by EPA under th.tﬁ:

policy, becauss *“[p]olymers represent &

special class of chemical substances that
needs separate consideration under the: -

proposed B’ policy” (Ref. 3. Monsanto;
noted that a number of polymer
substances are biclogically benign and,
therefore, do not represent substantial.
health or environmental concern. In .
support of this position, Monsanto
noted that exemption procedures are- -
provided for in the review of new
chemical substances under TSCA
section §. Likewise, the OECD HPV
program did not include polymers on
the Representative List. Monsanto
believes a similar type of polymer -
exemption should be offered under the-
section 4(a}(1)(B) policy. ,
Again, Monsanto's concemns relate-
morse to a discussion regarding TSCA - -
section 4(a}(1)(B}(ii} and (iii) than TSCA:
section 4{a)(1)(B)(i}. EPA believes that in:
the absence of any submitted data, it is -
difficuit to address the manufacturers’
concern. Polymers do not have a well- -
defined composition, and there may be--
a need to test some lowser molecular - =~
weight polymers or oligomers which- -
may have potential for health or
snvironmental effects. Therefore, it
would be premature for EPA to suggest™
that a blanket exemption from testing: "~
for polymers may be appropriate. To---
date, EPA has not proposed or requu'ed.
testing of a polymeric compound under
TSCA. 2
3. Tiered testing. Monsanto
commented that EPA should adopta:
tiered testing approach to evaluating,
chemical substances. CE
EPA believes that determination o
whether tiered testing is appropriate:- 7
generally must be mede on a case—byf-s%i’
case basis. EPA that -
incorporating a tiered testing scheme i i
a test rule can generate preliminary dat&
relatively quickly with minor expense.
However, for a relatively well T
characterized chemical substancs, it iaz
likely that a tiered testing approach- -
would not be appropriate. In other
instances, if the scientific literature
contains information which stronglys:

ey

suggests that the chemical is used i &&= ‘
way that would result in widespread- " _}g

worker or consumer exposure (e.g., a3
solvent use), then it is less likely that
preliminary experiment would returzr
the kind of data to support the deﬁniﬁw
answer needed far such widespread- ~*
exposure. Thus, automatic R
incorporation of a tiered testing schemes”

::.

may result in the performance of ".}'1
screening studies which are unhkalytfx;’
provide the needed information. ‘.5_;1

{
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4. Testing priorities. CMA commented
that. in additien to adopting the 2.2. -
million pound threshold for substantial
production, EPA should adopt a tiered,
sequennal process for identifying data
nesds on all high production volume
(HPV) chemicails. In CMA"s opinian,
EPA should group HPV chemicals into
categores and establish priorities for the
review of each chemical.

Once overall testing priorities have been
set, individual high vohrme chermicais
should be reviewed to determine whether
they warrant an initial set of scresaing tests
comparable to those in the OBCD
Information Data Set (SIDS) battery (Ref. 1).

EPA clearly articulated in the
proposed statement of policy and in
Unit L. of this final notice that issues
- reiated to how EPA establishes testing
priorities and how EPA makee findings
under subsectioas {ii) and (iii} of section
4{a)(1H{B) of TSCA would not be
addressed in this sistement of policy. If
st sorne future point in time, EPA
decides that adoption of a testing
program such as that proposed by CMA
would be beneficial in the gathering of
data on existing chemical substances,
EPA will ciearty articuists that policy
and the undariying rationale in a notice.
iIL Final Policy
A. Substantial Production

EPA is establishing a threshold value
of 1 million pounds, aggregate
production volume of the substance per
year for all manufacturers, as the
substantial production threshold. This.
threshold currently represents only 11%
of the entire universe of chemical
substances potentially subject to testing

under TSCA section 4, yet accounts for
95% of total chemical production by
volumse. For the reasons articulsted in
the proposed statement of policy {56 FR
32294) and Unit II.C. of this notice, EPA
belisves a threshold value of 1 million
pounds is & reasonable interpretation of
the phrase “‘produced in substantial
quantities” in TSCA section
4{a}{1)(B){i).

B. Substontial Release

EPA is astablishing a threshold value
of 1 million pounds of relsase to the
environment from ail sources per year;
or release squal to or greater than 10
parcent of pmduction volume per year,
whichever is lower, as thethreshoid for
substantial release. In choosing the 1
million pound threshoid valus to
represent “substantial” release, EPA
used the TRI as a guide in judging the
*“‘substantial™ nature of that amount of
raieasa. EPA has determined that 37
percant of the chemicals listed on the
TRI have releases of 1 million pounds
or greater and that these releases
represent over 99 percent of the total
reported reiease on the TRI by voluma.
Clearly, the small percentage of TRI
chemicals that exceed the poundage
thrasheld accounts for the vest majority
of total TRI reieases.

The percentage threshold reflects
EPA’s cancern about chemical releases
that are a sizable percentage of the
productian volume of that chemical.
EPA believes that when such a sizable
percentage of a chemieal’s production
volume is released, that release should
be cansidered “substantial” for that
chemical substance. For the reasons -
articulated in the proposed statement of

policy {56 FR 32294) and in Unit IIL.D.

of this notice, EPA believes that this is-

a reasonable interpretation of the phrase

“‘anters the environment in substantial

quantities” in TSCA section
+{a)(1)BY(I){1).

C. Substantial and Significant Human
Exposure

EPA ig establishing the criteria in
Table 1 of this Unit for “substantial”
and "algmﬁcam exposurs. As .
articulated in the proposed policy
statement, EPA chose numeric
threshalds to charectarize “substantial”
human exposure becauss it is EPA’s
belief that TSCA section 4(a{1}{B} was

intended to address situations where
large numbers of people may be exposed
to a chemical substance and little or no
hazard data exists to indicate whether or
not that chemical substance may presant
an unreasonable risk. EPA basad its
thresholds for workers on experience
gained through case-by-case analysis of
existing chemicals.

The different numeric threshaolds for |
worker, consumers, and genaral
popuiation are EPA’s attempt to reflect
the inherent diffarences in the probable
exposure scenarios far parti
categories of individuais. EPA decided
to apply a differential equal to one order
of magnitude between the workasr,
consumer, and general population
thresholds. For the reasons articulated
in the proposad statemeant of policy {56
FR 32234) and Unit ILE. of this notice.
EPA believes that these criteria are a
reasonabie interpretation of the phrase
“significant or substantial human
exposure”’ in TSCA section
4{a)(1{B)IHI).

TABLE 1.— TSCA Saction 4a)1)}B){i) Human Expdswe Criteria Guidetines

Casegory Substantial Significant
General popuiation ... | 100,000 peo- | < 100,000 peopte popuiation exposed mors directly or on a routine or episodic basis.
COonsumerns ............ 10;.,:)0900- <10,0009wp&esxposadmdkecﬁyumammeusodcbasa.
Workers ... —— 1.5&\'0&35 < 1,000 workers expoased more directly Or on & foutine or episodic basis.

D. Addittonal Factors

EPA will apply the generic numerical
‘hreshaids for most substances
:onsidered for testing under TSCA
section 4{a){1)(B). In seme cases,.
iawaver, whaere the thrasholds are not
net, it may be more appropriate to use

case-by-case approach for making
‘ndings by applying other
onsiderations. For the reasons
rticulated in the proposed statement of
olicy (58 FR 32296} and Unit [LF.2. of
1s notice, EPA may consider

“additional factars™ for making findings
for substances which do not meet the
numerical thresholds articulated herein
for evaluating existing chemicals under
TSCA section 4{a}{(1}B).

Conversely, EPA mray not requirs
testing under TSCA section 4(a){1}(B)
for a chemical that meets tha section
4{a{(1YB)i) criteria if EPA finds, under
sections 4{a){1){B){ii) and {iii}, that data
are sufficient to reasonably determine or
predict the effects of the manufacture,
process, distribution, use and disposal

of the chemrical and/or that testing is not
Decessary.
IV. Final Test Rule for Cumene
A. Response to Cumene Panel
On July 27, 1988 (53 FR 28195} EPA

promulgated a final rule requiring
manufacturers and processors of
curene to perform health and
environmental effects testing in
response to the [nteragency Testing
Commiittes’s (ITC) recommendatian that
cumene be given priority testing
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consideration undsr TSCA section 4.
Based on the available data, EPA found
under TSCA section 4{a}{1}{B){i) that
cumens is “‘produced in substantial
quantities and that it enters the
environment in substantial quantities,
with the potential for resulting.
substantial human exposure to cumens
from its manufacturs, processing, use
and disposal.” EPA also made the
requisite findings under TSCA saction
4{a){1)(B)(ii} and (xu) {53 FR 28200, July
27, 1988). EPA’s findings were
challenged by the Chemical
Manufacturers Association in CMA v.
EPA, 899 F.2d 344 (5th Cir. 1990). The
Court remanded ths rule requiring EPA
to:

articulate the standards or criteria on the
basis of which it found the quantities of
cumens entering the environmant from the
facilities in question to be “‘substantial” and
the human exposure potentially resulting to
be “substantial.”

898 F.2d at 360. The Court further
instructed EPA to:
articulate whethar its respective [TSCA

section 4(a}{1)(B)(i)] ciause (I} and clause (IT}
findings {in the cumens rule} sech constitute,
alone, an independent and sufficient basis for
it testing requirements, or whether, on the
other hand. its testing requirements rest only
on the ciauses (I} and {0) ﬁndmgs jointly ***.
The EPA shall further indicats whether its
findings under sithsr clause {I) or clauss {II}
are to any extent dependext an its finding,
which we have disapproved, concerning
entry into the aquatic environment; and. if
so, shail reconsider its clause (T} and (I}
findings in the light of our refarenced ruling.

Id. at 360, n. 22 Finally, the Court
directed EPA to considar new studies to
be presented by CMA on remand
‘“‘unless they would not be material to
any of the EPA’s criteria ralied on for
the testing.” Id. at 360~361L On remand
the Cumens Pans} of CMA submitted
both specific studies and general
comments on the cumens final test ruls.
The test rule remained in effsct, and test
data was submitted to EPA in response
to the rule.

EPA has addressed some of the
Court’s instructions cancerning EPA's
statutory authority and the Cumena
Panel’s generic commaents ing the
‘“B” policy (Ref. 12) in Unit II. of this
notice. ific commants on cumene
and EPA’s review of remand svidence
are addressed in this Unit IV.

B. Substantial Production

In support of its final test rule, EPA
found that cumene is produced in
substantial quantities, based on reported
U.S. cumenae production of 3.35 billion
pounds with an additional 339 million
pounds imported. This figure was not

disputsd. For tha reasons discussed in
Unit IL.C. of this notice, EPA balieves.
that this level of production clearly
qualifies as “substantial pmdudian
under section 4(a}{1)(B){i} of TSCA. The
levei of cumsns production reportsd in
the final rule well exceeds tha
“‘substantial production’ threshold
articulated in this notics.

C. Substantial Release

In support of the final test rule, EPA
found that cumene is reieassd to the
snvironment in substantial quantities
based on an estimated 3 million pounds
per year of fugitive emissions of cumene
to the atmospaere from manufacturing,
processing, and use activities. The Court
upheld thevalidity of EPA’s estimate.
899 F.2d at.352-353. To a lesser extent,
EPA also noted in the final rule that
cumsne was released in unspecified
quantities to the aguatic snvironment.
Because EPA was unable to estimate
with reasonabls certainty the magnitude
of this release, EPA did not rely on this
release in calculating human exposurs;
nonetheless, EPA did believe that there
was a potential for human exposure as
a resuit of release of cumene to aguatic
snvironments. The Cumene Panel
commented that EPA lacks an adequats
basis for finding that cumens “enters
the environment in substantial
quantities.” Specifically, the Panel
disagreed with EPA’s squating
“substantial release™ with “enters the
environment in substantial quantities.”
The Panel stated,

{tlhe Agency has made no effort to analyze
the extensive evidence in the record
regarding the persistencs and distribution of
cumens in ths environment or to relsts
cumene relsass levels to human exposure
patterns (Ref. 12},

As discussed in Unit [1D. of this
notice, EPA rejects tha premise that
“‘anter the environment in substantial
quantities,” as used in section

4(a)(1)(B)(i){1) of TSCA, be defined to
include a determination of *persistencs
in the environment of thosa substantial
quantities.” The Court in the cumense
cass, 899 F.2d at 355356, found that
EPA is not obliged to follow CMA’s
construction of TSCA section 4.

The Panel also raised this issuse in
their comments on the final rule for
cumene, asserting that, considering the
short half-life of cumene in the
atmaosphers, there is no reason to
believe that, except for populaticns very
close to the plant, there is any general
population exposurs to cumene. EPA
responded that the half-life of cumsns.
in the atmosphers appears to be on the
order of 1 or 2 days. At this rate of
removal, the cumane emissions from

ongoing man and processing =
activities would be tobe -.. -
distributed over a large partion of the:-.

communities near manufacturing andw
processing facilities dspemimgantiza' -
prevailing atmosphseric conditions. . -
Thus, thePandhunm;nuvxdedEP& -
with a con rationale to refute: -~
EPA’s finding that cumene *enters the-
environment in substantial quantities’”
or that there is not “substantial human -
exposure.” Rather, the Panel hasonly.
demonstrated that persistence, one of -
many chemical-specific parameters EPA-
considers in evaluating a chemical, may
be of limited impartance when

considered with other factors, such as.
the manufacturing and processing :

scenario.

_ D. Substantial Human Exposure

The Panel commaented that, even if
the release of cumens could be equated.
to *‘substantiai” environmental entry,

EPA would not be justified in requiring:
human health effects testing unlees it
waers to maks a ﬁndmg of “substantial
human exposure.’

Once again, the Panel is attempting to
link the type of tasting required to the
bases for the TSCA saction 4{a}{1}{BXi)-
finding. EPA does not believe this to be- -
a valid interpretation of saction 4(aj of
TSCA. Furthermare, EPA belisves, as-
stated in Unit ILB. of this notice, that-
clauses {I) and (II) of TSCA section
4{a}{1)(B)(i) can be interpreted as.
independent. In particuiar, although - -

EPA made findings for cumene undat
both clauses (I) and (I), EPA believes & _
finding under either clause alone -
constitutes an independent and L i
sufficient basis for the i

In support of its ﬁnaltex:ﬂng.ggggum found. |
that there may be substantial human:
exposure to cumene based on the. -
axposure poteatial to apprmamaiely; T
13.5m11honpeopkhvmgmthe e
vicinity of cumens manuf ands
processing facilities. EPA believes that e
majority of the peopls would be v
sxposed as a result of fugitive emissions -
of cumene to the atmosphere. The - -
majority of cumene manuf; ing and:
processing facilities are concentrated s
a faw Iarga metropolitan areas. The - - ::
Court in the cumene case, 889 F.zd.ntas::
353, found that ths rulemaking recordd
adequataly supported EPA’s finding,. -
However, when CMA briefad its M
submitted a monitoring study, not -5
previously submittsd as comments o=
the rule, that relates to the ok,-,
many chemicals, including cumene. im: .;
the Houston Ship Channel area (Ref. :'
19). Y

The Cumene Panel maintaing tb.ntthw~ :
information contained in this study isee .
sufficient to show that EPA cannot mn&n .
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gither the “enters the environment in
substantial quantities’’ or *‘substantial
human exposure’ findings of section
4(a)(1)(B)(i). -

The remand evidence presented by the
petitioners indicates that such exposure does
not exist because cumense levels are not
elevated even at short distances from the
cumene plants (Ref. 12).

As instructed by the Court on remand,
EPA has reviewed the study submitted
by CMA. In general, EPA's review (Ref.
20) conciuded that the study supports
the conciusions of its authors. However,
the study cited by the Cumene Panel
does not show, nor was it designed ta
show, the monitored environmental
concentration from manufacturing and
processing facilities. The study’s
introduction states:

[t}he underlying goal of the monitoring
program is to provide member firms with
accurate ambient air quality measurements
and technical data for better understanding
air quality concerns in the Houston Ship
Channel area (Ref. 18).

There are seven sites where
monitoring devices are maintained:
downwind from the Houston Ship
Channel. One site only monitors
metecrology and any accidental
reieases. This site is the
northeasternmost site and does not
monitor for any organic compound. The
study states that the prevailing wind
direction is from the southeast (Ref. 21).
Therefore, the monitoring sites are
upwind from all but one of the cumene
manufacturing and processing sites and
are gathering data on cumene emissions-
from refineries and other unknown
sources. _

There i3 one manufacturing facility
sited in the monitoring array. However,
the facility appears to be at least 5 miles
from the closest downwind monitoring
site. Additionally, it is not clear from.
this study whether the detected
environmental concentrations were
detected at the closest downwind
monitoring sites. The monitoring array
is either upwind from all the other
cumene manufacturing and processing
sites or is over 30 miles away from these
sites. At that distance, the facilities
woulid have to releass extremely large
amounts of cumene per minute to reach
detectable leveis in the monitoring
array. Therefors, it is unlikely that the
data accurately assess the level of
cumene present in close proximity to-
the facility.

The Cumene Panel submitted
additional information on modelling
performed at the Champlin Refining and
Chemicals facility in Corpus Christ,
Texas (Rsef. 22). In this exercise,

Champlin modelled point source air
emissions from barges loading cumens.
Annual emissions of cumene from these
loading operations were estimated to be
23,000 pounds. However, there are
shortcomings with the methodology
employed in the study.

For modelling purposes, Champlin
divided the annual point sourcs release
estimate by the total number of minutes
in a year to derive the source term (mass
release per minute). Champlin should
have divided the annual point source
release estimate by the total number of
minutes per year in which barge loading
occurred to derive a more realistic
source term for modelling potential air
concentrations. Based on a 1990 joint
etfort between EPA and the American
0il Company on the refining industry,
EPA estimates that the capacity of an
intercoastal barge or tanker ranges from
2.5 million to 70 million gallons. Based
on an assumed 1 day fill rate and a 10
million gallon barge/tanker capacity, the
entire capacity of production at the*
Champlin facility could be loaded in 7
days. If the cumene emissions were
assumed to be released over a period of
7 days rather than 365 days, the source
term (input) would be raised by a factor
of 50. Additionally, Champlin used
typical to better than average
meteorological conditions of stability
class C and a windspeed of 12 miles per
hour in the modelling exercise. A more
conservative, yet still realistic, set of
meteorologic conditions would be a
stability class of D and a windspeed of
5 miles per hour. Therefors, EPA
believes the resulting ambient
concentrations of cumene from the
Champlin modelling exercise
underestimate the ambient
concentration of cumene resulting from
releases at the Champlin facility.

Furthermore, EPA's review of the-
study indicates that the study does not
shed any light on the number of people
potentially exposed to cumsne, rather it
is only concerned with determining a
level of cumene in the area of the
Houston Ship Channel. Therefore, the

~ study does not relate to whether EPA

could make a substantial human
exposure finding.

Another section of the remand
avidence submitted by CMA consisted
of modeling studies of ambient air
concentrations of cumene that ma
result from emissions from seve
cumene manufacturing sites. Although
all studies used the EPA Industrial
Source Complex Long Term {ISCLT) air
dispersion model, the level of detail
concerning methods and assumptions
used varied from study to study, thus
inhibiting EPA'’s ability to adequately

review the studies. Each of the studies
is briefly discussed below.

Mode{ling of cumene emissions from
two Georgia Gulf Corporation facilities,
one in Plaquemine, Louisiana, and the
other in Pasadena, Texas, were
performed using *‘adjusted” EPCRA
section 313 release data for reporting
year 1987 (Ref. 23). The rationale to
justify the procedurs used to adjust the
EPCRA section 313 release data and to
justify the meteorological assumptions
used for modeling air dispersion were
not sufficiently detailed to enable an
adequats EPA review of the study.

The study describing the modelling of
cumene emissions from a Koch Refining
Company facility (Ref. 24} provided
sutficient details on methods and
assumptions to allow for an adequate
EPA review. This modelling study also
purported using 1987 EPCRA section
313 release data. However, the annual
releases used in the study, 1,971
pounds, show a large unexplained
discrepancy with the 19,500 pounds of
cumene emissions actuaily reported
under EPCRA section 313.

Modselling studies for the Sheil Oil
Company Deer Park, Texas, facility (Ref,
25) and Texaco’s El Dorado facility (Ref.
26) were also submitted. However,
supporting data on the methods and
assumptions used in the studies were
not sufficiently detailed to enable an
adequate EPA review of the studies. -

The remand evidence was
accompanied by an affidavit from
Marvin B. Hertz, an industry consultent,
supporting the use of ambient air
monitoring data rather than the mass
emission data from the EPCRA section
313 Taxic Release Inventory (TRI] (Ref.
27).

EPA recognizes that the usa of
ambient air momtoring data, when
performed correctly, plays a role in any
exposure assessment, and thus, in risk
assessment. However, it is very difficult
to perform any risk assessment when
the hazards of the compound are either
not known or not well characterized.
For this reason, and the reasons
articulated in Unit ILE. of this notice,
EPA does not depend on human )
exposure at a particular “level” in
determining *‘exposure” under TSCA
saection 4(a)(1){B)(i).

Finally, the Cumene Panel stated that
testing submitted pursuant to the final
test rule confirms that cumene does not
present a risk. Moreover, the Panel
objected to EPA’s reference to a TSCA
section 8(e) submission, which
indicated cataract formation in rats
exposed to cumene vapors, 8s an
exarnple of the benefits of testing a
chemical in the absence of hazard data.
Since that section 8(e} submission, the
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Panel has undertaken a follow-up
subchronic study.

Cn Juns 17, 1982, utilizing data
submitted in response to the cumene
test rule, EPA held an RM1 disposition
for cumene to determine whether to take
risk management action on the chemical
{Refs. 28 and 29). EPA determined that
sufficient information for-hazard -
assessment is available and supports a
low concern. When the hazard
information was considered in
conjunction with available exposure
information, EPA determined that
cumene presents a relatively low risk to
human health, and has discontinued
review of this chemical at this time.
Therefore, EPA does not believe any
further testing of cumene is necessary at

- this time.

VY. Public Record
A. Supporting Documentation

EPA has established a record for this
policy under TSCA section 4, dockst
aumber OPPTS—47002K, which is
available for inspection Monday
through Friday, excluding legal
holidays, in Rm. ET-G102, 401 M St.,
SW., Washington, DC., 20460 from 8
2.m. to 12 noon and from 1 p.m. to 4
p.m. This record inciudes basic
wformation considered by EPA in
developing this policy. This record
incjudes the following information:

{1) Interagency memoranda,
comments, and proposals,

(2) Reports-published and
unpublished data.

(3) Chemical Manufacturers -
Association v. EPA, 898 F.2d 344 (5th
Cir. 1980).

B. Aeferences

(1) The Chemical Manufacturers -
Association. Comments on EPA's TSCA
section 4(a){1){B) Proposed Statement of
Policy submitted to the TSCA Public Docket
Office. USEPA (September 17, 1891).

(2) Epoxy Resin Systems Task Group of
The Society of the Plastics Industry, Inc.
Comments on EPA’s TSCA section 4(a){1)(B)
Proposed Statement of Policy submitted to
the TSCA Public Docket Office, USEPA
{September 17, 1991).

(3) Monsanto Company. Comments on
EPA’s TSCA section 4(a}{1}B) Proposed '
Statemsnt of Policy submitted to the TSCA
Public Docket Office, USEPA (September 12,
1981).

{4) Ecological and Toxicological
Association of the Dyestuffs Manufacturing
Industry. Comments on EPA’s section
4(a)(1)(B) Proposed Statement of Policy
submitted to the TSCA Public Docket Office,
USEPA (September 17, 1881).

(5) Callery Chemical Company. Comments
on EPA’s section 4(a}{1)(B) Proposed
Statement of Policy submitted to the TSCA
Public Docket Office, USEPA (September 18,
1991).

(6) Halogenated Solvents Industry
Alliance. Comments on EPA's section
4(a)(1)(B) Proposed Statement of Policy
submitted to the TSCA Pubilic Dockst Office,
USEPA (September 18, 1991).

{7) GAF Chemicals Corporation, BASF
Corporation, and ARCO Ciemical Company
Comments on EPA’s section 4 (a}(1}(B})
Proposed Statement of Policy submitted to
TSCA Public Information Office, USEPA
(September 17, 1991).

{8) U.S. Department of Labor, Occupational
Safety and Heaith Administration. Comments
on EPA’s section 4(a}(1)(B) Proposed
Staternent of Policy submittad to TSCA
Public Docket Office, USEPA {October 7,
1991).

(9) U.S. Department of Health and Human
Services, National Institute for Occupational
Safety and Heaith. Comments on EPA’s
section 4{a)(1)(B) Proposed Statement of
Policy submitted to TSCA Public Docket
Office. USEPA (September 17, 1991).

(10) CM1A's Acetone and Kstones Pansl.
Comments on EPA’s section 4(a){(1)(B)
Proposed Statement of Poiicy submitted to
TSCA Public infcrmation Office. USEPA
(Septemper 17, 1991).

{11) CMA’s Cxo Process Panel. Commants
on EPA’s section ¢(a)(1}B) Proposed
Statement of Policy submitted to TSCA
Public Information Qffice, USEPA
{September 17, 1991).

{12) CMA’s Cumene Panel. Comments on
EPA’s section 4{a)(1)(B) Proposed Statement
of Policy submitted to TSCA Public
Information Office, USEPA (September 17,
1991).

{13) CMA'’s Cyclohexane Panel. Comments
on EPA’s section 4(a){1)(B) Proposed
Statement of Policy submitted to TSCA
Public Information Office, USEPA
{September 17, 1991).

(14) CMA's Hexamethvlene Diisocyanate
Panel. Comments on EPA’s section 4{a)(1){B)
Proposed Statement of Policy submitted to
TSCA Public Information Office, USEPA
{September 12, 1991).

(15) Diethyl Ether Manufacturers Task
Group. Comments on EPA’s section 4(a){1){B)
Proposed Statement of Policy submitted to
TSCA Public Information Office, USEPA
(September 15, 1991).

(16) USEPA. Implementation Proposal;
*New Chemicals Exposure-Based Finding,”

letter from Charles L. Elkins to GemldierZ.- 5
Cox (Chem:cal Manufacturers Associstionk ™ 1
Office of Toxic Substances, USEPA ~
(September 22, 1988).

(17} Organization for Economic ¥
Cooperation and Development. “OECD’s -
Work on [ovestigation of High Production «
Volume Chemicals.” Document 3, May 199!‘.

(18) U.S. Department of Health and Human-
Services, National Institute for Occupational - 4
Safety and Health. National Occupational
Exposure Study (NOES,1988).

(19) Radian Corp. A Method for Assessing.
Community Exposure to Selectad Volatile-

“Indicator Compounds (July 20, 1988). (CMA.

axhibits for remand evidence).

(20} USEPA. Review of Evidence
Submitted by CMA on Remand of Cumene
Test Rule. Washington, DC: Office of
Pollution Prevention and Toxics, USEPA
(April, 1982}

(21) Radian Corp. Volatile Indicator
Compound Measurement Results from the-
Houston Regional Monitoring Network,
Phase IV {Juiy 20, 1988). {CMA exhibits for
remand evidence).

(22) Champiin Refining Company. Air
Modeliing ot Cumene Releases at Champlin
Retining Company (October 14, 1988). (CMA
exhibits for remand evidencs).

(23) Gearmia Gulf Corporstion. ISC and
ISCLT Air Modelling Results from Georgia
Gulf Corporation Facilities (December 16,
1988} {CMA exhibits for remand evidence):

(24) Koch Refining Company. Air '
Modeiling Results from Koch Refining - .
Companv Faality (October 20, 1988) (CMA,
exhibits for remand evidence).

(25) Sheil Oil Company. Air Modelling.
Results from Sheil Deer Park Facility -
(Undated) (CMA exhibits for remand Lo
svidence). -

(26) Star Research. Air Modelling Rasult&
from Texaco's El Dorado Facility (Septembet
30, 1988) (CMA exhibits for remand .
evidences). .

(27) Hertz, Marvin A. Affidavit on Usaui
Monitoring Data versus Mass Emission Datas;
{CMA exhibits for remand evidencs). .. ;ﬁl

(28) USEPA. Regulatory Management-1:-

(RM1) Summary for Cumene. Waahmgmn&~ =
DC: Office of Pollution Preventionand %%
Toxics, USEPA (January 10, 1991). -

(29) USEPA. Regulatory Management-1~ =~
(RM1) Summary for Cumene. Washington,. .=
DC: Office of Pollution Prevention and
Toxics, USEPA (June 17, 1992).

Dated: May 5, 1993.
Victor J. Kimm,

Acting Assistant Administrator for .
Prevention, Pesticides and Toxic Substances:
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